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by a Medicare carrier under §§405.2426
through 405.2429 of this chapter.

(c) For clinics other than provider
clinics that do offer ambulatory serv-
ices other than rural health clinic serv-
ices, the agency must pay for the other
ambulatory services by one of the fol-
lowing methods:

(1) The agency may pay for other am-
bulatory services and rural health clin-
ic services at a single rate per visit
that is based on the cost of all services
furnished by the clinic. The rate must
be determined by a Medicare carrier
under §§405.2426 through 405.2429 of this
chapter.

(2) The agency may pay for other am-
bulatory services at a rate set for each
service by the agency. The rate must
not exceed the upper limits in this sub-
part. The agency must pay for rural
health clinic services at the Medicare
reimbursement rate per visit, as speci-
fied in §405.2426 of this chapter.

(3) The agency may pay for dental
services at a rate per visit that is based
on the cost of dental services furnished
by the clinic. The rate must be deter-
mined by a Medicare carrier under
§§405.2426 through 405.2429 of this chap-
ter. The agency must pay for ambula-
tory services other than dental services
under paragraph (c) (1) or (2) of this
section.

(d) For purposes of paragraph (c) (1)
and (3) of this section, ‘‘visit’”’ means a
face-to-face encounter between a clinic
patient and any health professional
whose services are reimbursed under
the State plan. Encounters with more
than one health professional, and mul-
tiple encounters with the same health
professional, that take place on the
same day and at a single location con-
stitute a single visit, except when the
patient, after the first encounter, suf-
fers illness or injury requiring addi-
tional diagnosis or treatment.

[43 FR 45253, Sept. 29, 1978, as amended at 51
FR 34833, Sept. 30, 1986]

Subparts G-H [Reserved]

§447.534

Subpart I—Payment for Outpatient
Prescription Drugs Under Drug
Rebate Agreements

SOURCE: 68 FR 51917, Aug. 29, 2003, unless
otherwise noted.

§§447.500-447.532 [Reserved]

§447.534 Manufacturer reporting re-
quirements.

(a)—(g) [Reserved]

(h) Recordkeeping requirements. (1)(i) A
manufacturer must retain records
(written or electronic) for 10 years
from the date the manufacturer reports
data to CMS for that rebate period.
The records must include these data
and any other materials from which
the calculations of the average manu-
facturer price and best price are de-
rived, including a record of any as-
sumptions made in the calculations.
The 10-year timeframe applies to a
manufacturer’s quarterly submission of
pricing data, as well as any revised
pricing data subsequently submitted to
CMS.

(ii) A manufacturer must retain
records beyond the 10-year period if
both of the following circumstances
exist:

(A) The records are the subject of an
audit or of a government investigation
related to pricing data that are used in
average manufacturer price or best
price of which the manufacturer is
aware.

(B) The audit findings or investiga-
tion related to the average manufac-
turer price and best price have not
been resolved.

(2) [Reserved]

(i) Timeframe for reporting revised aver-
age manufacturer price or best price. A
manufacturer must report to CMS revi-
sions to average manufacturer price or
best price for a period not to exceed 12
quarters from the quarter in which the
data were due.

[68 FR 51917, Aug. 29, 2003, as amended at 69
FR 513, Jan. 6, 2004; 69 FR 68818, Nov. 26, 2004]
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